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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 6/24/2008 has been entered. 

Receipt and entry of the amendment dated 6/24/2008 is acknowledged. After entry of the 
amendment, claims 1-5, 7, 9-14, 21 and 22 are pending and under examination. 

Terminal Disclaimer and nonstatutory obviousness-type double patenting 

The terminal disclaimer filed 6/24/2008 over U.S. patent 7,166,447 is acknowledged. 
However, the terminal disclaimer has not yet been reviewed or approved by USPTO paralegals. 
The Examiner has contacted such paralegals to request a prompt review and approval of the 
terminal disclaimer. Hence, the obviousness-type double patenting rejection of claims 1-5, 7, 9- 
14, 21 and 22 based upon the '447 patent is provisionally withdrawn, but will be reinstated if the 
terminal disclaimer is not approved. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 1-5, 7, 9-14, 21, and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Umezawa et al (WO 02/08766, 1/31/2002, of record) in view of Ozawa et al (Anal. Chem., 
2001, of record), Hamilton et al (U.S. 6,780,599, of record), Simpson et al (EMBO reports, 2000, 
of record), and Martoglio et al (TICB, 1998, of record). This rejection is maintained for 
reasons made of record in the Office Actions dated 5/15/2007, 2/25/2008, and for reasons set 
forth below. 

Response to Arguments 

Applicant's arguments filed 6/24/2008 have been fully considered but they are not 
persuasive. Applicants essentially assert that: 1) the organelle targeting peptide (OTS) of fusion 
peptide (a) and the test protein (b) of the instant invention do not directly interact, in contrast to 
the teachings of the prior art; 2) the interaction between fusion peptide (a) and fusion peptide (b) 
occurs in an indirect manner because the organelle lies between them; 3) protein splicing occurs 
when fusion proteins (a) and (b) are in close proximity at the surface of the target organelle. 
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Regarding 1), this is not a limitation of claims 5, 7, 9-14, 21, or 22. In response to 
applicant's argument that the references fail to show certain features of applicant's invention, it is 
noted that the features upon which applicant relies (i.e., indirect interaction between the fusion 
proteins) are not recited in the rejected claim(s). Although the claims are interpreted in light of 
the specification, limitations from the specification are not read into the claims. See In re Van 
Geuns, 988 F.2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 1993). Applicants present no further 
arguments regarding these claims, hence, the rejections stands. 

Further regarding 1), and regarding 3), amended claim 1 recites that the test protein does 
not directly interact with the OTS of the fusion peptide (a), not that the fusion peptides (a) and 
(b) themselves do not interact. The teachings of Umczawa, Ozawa, Hamilton, Simpson and 
Martoglio et al do not require or suggest such an interaction. A review of the previous Office 
Actions does not reveal the Examiner has ever suggested this to be a part of the logic or 
reasoning behind the rejection. Rather, it is the interaction between the intein half-peptides that 
is crucial to the methods of the prior art and of the instant invention. See for example, Figs. 1 
and 2 of Ozawa et al and Fig. 1 of the instant invention. The OTS peptide is only required to 
direct fusion peptide (a) to the organelle of choice, there is no requirement or teachings of the 
OTS mediating the direct interaction of the fusion peptides (a) and (b). There are no teachings 
that the test protein must interact with the OTS of fusion peptide (a), rather it is suggested that 
the intein half-peptides will interact once they are localized to the same organelle. Furthermore, 
the structure of the components and method steps of the prior art are no different from those 
instantly claimed, and thus, any inherent properties of the claimed fusion peptides would also be 
found in the fusion peptides taught by the prior art. Finally, it is noted that the interaction of the 
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fusion peptides is not a step under control of applicants or the skilled artisan, it is a function of, 
and controlled by, the structure of the fusion peptides and the cells they are localized in. Thus, 
any teachings of the claimed fusion peptides would also be a teaching of any inherent properties 
these fusion peptides might have, e.g. the OTS not interacting with the test protein, or protein 
splicing occurring in close proximity. 

Regarding 2) and 3), these arguments are false. A review of the instant specification and 
prior art reveals no evidence that the two fusion peptides can interact when separated by a 
membrane. Again, see Fig. 1 of the instant application, demonstrating that an interaction only 
occurs when the two fusion peptides are localized into the same organelle, i.e. they are not 
separated by an organelle membrane. Further, Fig. 1 indicates that protein splicing occurs inside 
the organelle, although it is conceivable that splicing would occur when both proteins are in 
proximity to the membrane, when on the same side of the membrane. Finally, a review of the 
application as filed does not reveal any instances wherein the fusion peptides (a) and (b), when 
separated by a membrane, resulted in a splicing event. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Burkhart whose telephone number is (571)272-2915. 
The examiner can normally be reached on M-F 8AM-5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on (571) 272-0739. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Michael Burkhart/ 

Primary Examiner, Art Unit 1633 



